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Applicant(s) 
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F. Pierre VanderVegt 


Art Unit 

1644 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thtrty (30) days will be considered timely. 

- If NO pe?^ for reply is specified above, the maximum statutory period will appty and will expire SIX (6) MONTHS from the ma mg date of th,s commun.cafon. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U^S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I) 13 Responsive to communjcation(s) filed on 04 November 2004, 
2a)n This action is FINAL. 2hM This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1 935 CD. 11 , 453 O.G. 21 3. 

Disposition of Clainfis 

4) 13 Claim(s) 22.23.25-34 and 36-44 is/are pending in the application. 

4a) Of the above claim(s) 44 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 22.25-33 and 36-43 is/are rejected. 

7) 13 Claim(s) 23 and 34 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The^drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the dra\Aflng(s) is objected to. See 37 CFR 1.121(d). 

II) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomi PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-{d) or (f), 
a)D All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 
20 Certified copies of the priority documents have been received in Application No. 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17,2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) D Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 
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DETAILED ACTION 

This application is a rule 371 continuation of PCT Serial Number PCT/EP97/03253. 
Claims 1-21, 24 and 35 have been canceled. 
Claims 22, 23, and 25-44 are currently pending. 

Election/Restrictions 

1 Claim 44 stands withdrawn from further consideration pursuant to 37 CFR 1. 142(b) as being 
drawn to a nonelected invention, there being no allowable generic or linking claim. Election was made 
withojut traverse in the Paper filed October 22, 2003. 

Accordingly, claims 22, 23, 25-34, and 36-43 are the subject of examination in the present 
Office Action. 

2. In view of Applicant's amendment filed November 4, 2004, no outstanding grond of rejection is 
maintained. The following represents a NEW ground of rejection and necessitates that this Office Action 
be made NON-FINAL. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such Ml, clear, concise, and exact terms as to enable any person skilled in the art to which it 
^ pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 22, 25-33 and 36-43 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter that was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

The claims are drawn to polypeptides capable of forming antigen binding structures with 
specificity for Rhesus D antigens comprising one of a disclosed set of variant Vh regions (claims 22 and 
25-32) or comprising one of a disclosed set of variant Vl regions (claims 33 and 36-43). The claims do 
not specify the structure of the complementary Vl or Vh (respectively) chain in order to form said antigen 
binding structure. In order to form an antigen binding structure, an antibody-type polypeptide requires 
the participation of both the heavy and light chain variable regions. However, beyond the described 
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heavy and light chain regions used in combination with one another, the specification does not describe 
the binding of Rhesus D antigen with one of the listed heavy or light chain regions with a light or heavy 
chain region other than those enumerated in the specification. Applicant has not described any antigen- 
binding polypeptides using the heavy or light chain regions structurally described by SEQ ID NO: with 
light or heavy chain partners not so structurally described. 

Therefore, only polypeptides capable of forming antigen binding structures with specificity for 
Rhesus D antigens comprising one of the disclosed set of variant Vh regions in combination with one of 
the disclosed set of variant Vl regions meet the written description provision of 35 U.S.C. 1 12, first 
paragraph. Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 1111, makes clear that "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in possession 
of the invention. The invention is, for purposes of the written description inquiry, whatever is now 
claimed." (See page 1 1 17.) The specification does not "clearly allow persons of ordinary skill in the art 
to recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1 1 16.). Consequently, 
Applicant was not in possession of the instant claimed invention. See University of California v. Eh Lilly 
and Co. 43 USPQ2d 1398. 

4. Claims 22, 25-33 and 36-43 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for polypeptides capable of forming antigen binding structures with 
specificity for Rhesus D antigens comprising one of the disclosed set of variant Vh regions in 
combination with one of the disclosed set of variant Vl regions, does not reasonably provide enablement 
for polypeptides capable of forming antigen binding structures with specificity for Rhesus D antigens 
comprising one of the disclosed set of variant Vh regions or one of the disclosed set of variant Vl regions 
in combination with an undisclosed heavy or light chain variable region. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly connected, to use 
the invention commensurate in scope with these claims. 

The claims are drawn to polypeptides capable of forming antigen binding structures with 
specificity for Rhesus D antigens comprising one of a disclosed set of variant Vh regions (claims 22 and 
25-32) or comprising one of a disclosed set of variant Vl regions (claims 33 and 36-43). The claims do 
not specify the structure of the complementary Vl or Vh (respectively) chain in order to form said antigen 
bindirig structure. In order to form an antigen binding structure, an antibody-type polypeptide requires 
the participation of both the heavy and light chain variable regions. However, beyond the described 
heavy and light chain regions used in combination with one another, based upon the paucity of guidance 
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in the specification, the artisan would not be able to determine the structure of and construct a heavy or 
light chain variable region polypeptide that binds Rhesus D antigen when used in conjunction with one of 
the listed heavy or light chain regions enumerated in the specification. Given the nature of the claimed 
invention, it would require an undue amount of experimentation on the part of the artisan to make and use 
polypeptides capable of forming antigen-binding structures with specificity for Rhesus D antigens beyond 
those disclosed in the specification. 



Allowable Subject Matter 
5. Claims 23 and 34 are objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 



Conclusion 

6. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to F. Pierre VanderVegt whose telephone number is (571) 272-0852. The examiner can 
normally be reached on M-Th 6:30-4:00; Alternate Fridays 6:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Christina Chan can be reached on (571) 272-0841. The fax phone number for the organization where this 
application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
fi-om either Private PAIR or Pubhc PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-fi-ee). 

F. Pierre VanderVegt, Ph.D. P^jrIC^ j. nqlAN, PH.D. 

Patent Exammer PRIMARY EXAMINER 

January 24, 2005 /V^^J^ 



